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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)13 Responsive to communication(s) filed on 17 June 2005 , 
2b)\3 This action Is FINAL. 2b)l3 This action Is npn-flnal. 

3) D Since this application is In condition for allowance except for fonna! matters, prosecution as to the merits Is 

closed In accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) 13 Claim(s) 1 3-5, 9. 11-15 and 22-25 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 1. 3-5. 9. 11-15 and 22-25 Is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification Is objected to by the Examiner. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED OFFICE ACTION 

The request filed on 19 September 2005 for a Continued Examination (RCE) under 37 
CFR 1.114 based on parent Application No. 10/089,009 is acceptable, and a RCE has been 
established. An action on the RCE follows. 

Applicant's amendment filed on 17 June 2005 is acknowledged and entered. Following 
the amendment, claim 10 is canceled, claims 1, 3, 9 and 13 are amended, and the new claims 24 
and 25 are added. 

Currently, claims 1, 3-5, 9, 11-15 and 22-25 are pending and under consideration. 
Declaration 

The Declaration by Dr. Waldmann under 37 CFR 1.132 filed on 17 June 2005 is 
insufficient to overcome the prior art rejection of claims 1, 3-5, 9, 10, 13-15, 22 and 23 based 
upon Colamonici et al. (J. Immunol, 1990, 145: 155-160) under 35 U.S.C. 102(b), or, in the 
alternative, under 35 U.S.C. 103(a) as set forth in the last Office action because for the following 
reasons. 

The Declaration indicates that the Colamonici reference discloses the use of mAb anti- 
Tac and 7G7/B6 (both recognize epitopes of the a chain of IL-2R) to immunoprecipitate IL-2Ra 
and polypeptides associated therewith, including the 37 kDa and 20 kDa polypeptides, whereas 
the inventors of the instant application demonstrates that when cell lysates are first pre-cleared 
with anti-Tac to remove all components which may bind to the anti-Tac antibody, and then are 
immunoprecipitated with the 5F7 antibody (recognizing the two polypeptides of the present 
invention), demonstrating that the 32-34 kDa and 26-28 kDa ILRAPs of the present invention are 
not recognized by the anti-Tac mAb in the pre-clearing step (items 4-6). The declaration further 
indicates that the presence of ILRAPs can be demonstrated in a particular cell line where IL-2Ra 
is not expressed, and therefore, these polypeptides cannot be recognized by anti-Tac and 7G7/B6 
mAb, but are recognized by the 5F7 mAb, indicating that Colamonici' s polypeptides are not 
capable of forming a complex with the 5F7 (item 7). These are not persuasive because, with 
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respect to applicants demonstration that the 32-34 kDa and 26-28 kDa ILRAPs of the present 
invention are not recognized by the anti-Tac, it is irrelevant because nowhere in the Colamonici 
reference indicates that the 37 kDa and 20 kDa polypeptides are recognized by anti-Tac mAb 
neither, and the pre-clearance with anti-Tac would not eUminate possible free form of the 
polypeptides that were not associated with the IL-2Ra at the time the pre-clearing step occurred. 
Further, the declaration (items 6 and 7) does not identify the cells used in the experiments, 
therefore, one cannot judge whether they are the same as Colamonici' s. With respect to 
applicants conclusion that Colamonici' s polypeptides are not capable of forming a complex with 
the 5F7, it is unclear based on what such a conclusion could be drawn as neither the appUcant 
nor Colamonici has ever tested such, or provided any relevant information regarding such. 
Further, the declaration provides no actual experimental evidence such that the examiner can 
independently draw conclusions. Therefore, the declaration is insufficient to overcome the 
instant rejection. 

Withdrawal of Objections and Rejections: 

All objections and rejections of claim 10 are moot as the applicant has canceled the 

claim. 

The objection of claim 13 is withdrawn in view of applicant's amendment. 

Rejections under 35 U.S.C. 112: 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 3-5, 9, 11-15, 22 and 23 remain rejected, and the new claims 24 and 25 are 
rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing to particularly 
point out and distinctly claim the subject matter which applicant regards as the invention, for the 
reasons of record set forth in the previous Office Actions mailed on 03 June 2004, and 19 April 
2005. 

Applicants argument filed on 17 June 2005 has been fiilly considered, but is not deemed 
persuasive for reasons below. 
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At page 6 of the response, the appUcant argues that claims 1 and 3, as amended, are 
directed to an IL-2R associated polypeptide defined not only by its molecular weight, but also by 
its ability to form a conplex with the specific monoclonal antibody (PTA-82), that it is well 
estabhshed that a mAb is a single type of antibody directed against a single specific epitope on 
an antigen, and thus, any polypeptide capable of forming a complex with the antibody and has a 
MW of about 32 to 34 kDa or about 26-28 kDa is an IL-2R associated polypeptide, and that one 
of ordinary skill in the art would understand the meets and boxmds of the clainfis. This argument 
is not persuasive because, as addressed in the previous Office Action, polypeptides with distinct 
structures may have the same MW and share the same epitops as that of the present polypeptides 
since an epitope merely requires a minimum of 5-7 amino acids, which is also well established. 
As such, the claims, as written, encompass polypeptides with unknown structures, and there is no 
way for a skilled artisan to determine the meets and bounds of the claimed polypeptides merely 
based upon the MW and one single epitope. Therefore, the claims are not adequate for pointing 
out that which appUcants see as their invention. Additional limitation such as the source of the 
polypeptide would overcome the rejection. Claims 24 and 25 are similarly indefinite. 

Applicants further argue, on page 6 of the response, that claim 9 has been amended to 
include the method steps (a)-(c). AppUcants argument has been fiilly considered, but is not 
deemed persuasive because, as addressed in the last Office Action mailed on 6/3/04, claim 9 is 
still incomplete for omitting essential method steps of the process. The preamble of the claim 
recites "a method for purifying . . whereas the method steps are merely up to forming a 
complex (step (c)), which is not conq)lete, nor sufficient to allow the achievement of the goal for 
purifying the polypeptide set forth in the preamble. 

The remaining claims remain rejected for depending fi-om an indefinite claim. 

Rejections Over Prior Art: 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubhcation in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
clainfis under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 C.F.R. 1 .56 to point out 

the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1, 3-5, 9, 13-15, 22 and 23 remain rejected, and the new claims 24 and 25 are 
rejected under 35 U.S.C. 102(b) as being anticipated by, or, in the alternative, under 35 U.S.C. 
103(a) as obvious over Colamonici et al. (J. Immunol., 1990, 145:155-160), for the reasons of 
record set forth in the previous Office Action mailed on 03 June 2004, and 19 April 2005. 

Applicants argument filed on 17 June 2005 has been fully considered, but is not deemed 
persuasive for reasons below. 

At page 7 of the response, the applicant argues, based on the Declaration by Dr. 
Waldmann, that the claimed polypeptides are present in lysates from cells recognized by the anti 
Tac mAb that have been pre-cleared with anti-Tac, that a cell line capable of forming a complex 
with the 5F7 mAb (PTA-82), but cannot form a complex with either anti-Tac or 7G7/B6 as this 
cell line does not express IL-2Ra, strongly suggesting Colamonici' s polypeptides are not capable 
of forming a complex with 5F7 mAb, and are not the same polypeptides as that claimed. This 
argument is not persuasive for the same reasons above addressed under "Declaration" 

At pages 7-8 of the response. Applicants argue that a person of ordinary skill in the art 
would not consider a 37 kDa protein to be a polypeptide having a MW of about 32-34 kDa, and 
such a size difference is significant, and that, citing the case law, anticipation under 102 can be 
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found only when a reference dislcoses exactly what is claimed, and thus the Colamonici 
reference does not disclose the subject matter of the pending claims. This argument is not 
persuasive because, given the fact that Colamonici' s polypeptides and polypeptides of the 
present invention are isolated from the same sources, and have the same functional property 
(associated with IL-2R), and given the nature of the method (SDS-PAGE) used for determining 
the MW (as addressed in the last Office Action), the difference in MW can be easily explained 
by experimental variations in the absence of evidence to the contrary, as the method of SDS- 
PAGE, depending upon, for example, the gel concentration and running time, can give results 
with slight difference in MW for the same molecule in different experiments. Therefore, such 
argument is not sufficient to support the conclusion that the Colamonici polypeptides and the 
presently claimed polypeptides are distinct molecules in the absence of other evidence such as 
sequence structure and/or different sources of isolation. Patent Office has reason to beheve that 
a functional limitation asserted to be critical for establishing novelty in the claimed subject 
matter may, in fact, be an inherent characteristic of the prior art, it possesses the authority to 
require the applicant to prove that the subject matter shown to be in the prior art does not possess 
the characteristic relied on {In re Best, Bolton, and Shaw, (CCPA) 195 USPQ 430). 

At page 8 of the response, the applicant argues that the Colamonici reference also does 
not render obvious the subject matter of the pending claims due to the same reasons presented 
earUer. Applicants argument has been fully considered, but is not deemed persuasive for the 
same reasons above. 



Conclusion: 

No claim is allowed. 
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Advisory Information: 

Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 571-272-0872. The examiner can normally be reached on Monday - Friday 
from 9:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa, can be reached on 571-272-0829. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 




Dong Jiang, Ph.D. 
Patent Examiner 
AU1646 
10/4/05 



